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(ii) faPraPt fP yRh-Mi pPt $ Ppft ftftn fP f^ $ sfa % hufS fP ftoi ustfl f \ 

(iii) FFlfilcP RtFS 0 ! 3FTF fttrj F|pt $ sfh 

(iv) (PIPING afftfP Pt ftjhF % ftn Pi'tiicfl FTTTft 3 j(flUIW Wlfadl Fp % I 

(v) tor spTFt' fP i pr frP Pifttp dcPfi ar^fpi w PtFpjFf % ftP-wWi %ftn ppt yuii^ft Pr^n afa tffJMwT fP 
fpFiftlF Fit 1 II Fp Pi?Rn°ni Pi P ^oni^ui qI 1 ii aP? Ri^sfi '?T*TF pRpff 0 !Pi Rin <<si '*iin , n I TT*ufH, olPu-sfl^ifl attr anflTT wlMT 
%r,fan aftx tcfPf ft! tof tori frPt araPH-fl^ff fP afhfiwi ftzP'? 3faapqfaFtFiT fifikP ftaiFFiffFfattffjP *t^fan 

f^rPTH?' J l FnfttFf % &F P 1J3 FTFT f I 

MTF-1 

f^finfui m-sPifI 

^rrrorRT tjftirr: 

ftPrafn totf P PiHrfnftrff % far?; ffPf totf TjPrr :— 

(i) F>*Fl HWil) Fp wFi Flip afa Pumi % fall I 

(ii) fFpwfa SlfFiFI PPf % I 

(iii) FFTPtP fP'iF rf l Xt*h'«b' ftraPi atrapT aRI:3pFfa ' t TT(SJ Tl r ^jfaFTTj Ft % I 

(iv) 3 fK Fm HSTt I 

(v) FirFfarai 

(vi) Fra/ailifa Per i 

i.i TmiHur arttffrnt: 

i.i(^) 3rafaafa3ttrFftPyr: 

Sny^Ron, fan apt ^-u-P apFfaFf % (PPt‘ii u i % Riy, F)K<sfHi % FFF FFiR c’l'l fa-Tpi 1J?P Fiftfl H<ri, 'iicfl, OH'foPiFi 
iflfalC'H FT fPitfl FiKdllP % TOJFF P FFTF if) fP> faoip anfaFR FT 'J'-'iidI'V’e ^fF/aTFFT *£F FT arrafFFi Filfc'lO, tjirt FT tjari 

f J wwnti 

i.(Tar)»m: 

FiKWiiP % ffa?; f^ff to 'pp #t ftraP T^iraf P, afftfaPt Fir aranF Ft fPt afk to nfaf ttto fPP, tjtttfP 

P ^JFF TftP I ’’IF yPiRf T in PtvHl 'Flu'll faiafat hhImi flTPTO^ sfp si°bi?t ^ I TO?f -aiP <{lqi<) P 3TT^TT PT fftcFT ipl pVH I PfPnif 1 ’! nfifFTT, 
^^'Ji sttl Crt<r( <r1 , ii’t % Rm "ST^'Sifl °nK<ain 3TPiPi < H‘i % FPt I TO 1 FE TTOT 3 i°iRwT FtTI, pTOE ft) : 

(I) 3TOT ftpRf 17 ! ^Rti^TU ^ ^IT -J+lti ci*1 TpTOt P" ^)t TOT^ft ¥, TOft) ^TJTOT Ft iftr I 

(II) aftr wrrft TO’ifTOF #ciftTOTOF %r fro?, toPfto% w ^t toi ^ Ft 3ftr, ftra^ ft?ftf^ro 

sfHPwt aTKPIT TOftr oi n e>) 3TTTO P Pro % 'jilRan P ^ FI% 3pT 3TOf sfftfiPTf FT FFTFf TJRT fRtoTJF'F Fit 

^MTOTT Fit PtFPtF ftiFT "FT Ft% afp fti^ft ftPropE FI pTFF ,I l % FTE Fit ^JoT % intftaH Fit Pl-wc'l ftiFt FT 'F% l 

(III) fM 3?P fnTFit' %i F^T Fit pF^t Pi %F; 3TfpFiR-Mfl, «PfRfl STp 3T^FT fti^ FTT F% I HftP TTOF (FtFp, W afP 15?f ) 

fFFiPt Pt aftr ftk P '5FF #ft PnP arrant P ftfj afk ftTOEtrar ftiFi fh fPt i ftra Frat P fPPrafF raftrant Fit fti# $ 

a-l^til TpFTt atP^T sPH afp TOTO TlP FnP fPf ct 1 it I FT^f fFFiFT afp FFTm Pi 7 IT attl pFT Pt'IT ftraP HFp *JJ?T FT anftTO 
Fran TTftFTfpT FT FFiF F Tt Fpi I 

(IV) ftofff Pi (&f Pf ragftra Fn ftFra wrat Fit toftot ’Ft fPt i ftPraW % ^f P totoft PfPtf Pr^f afp Prgrt Prfto 

ITjfTOT atp 'TJTpiTTT pPt I 

1.l(F)FTH'g^TF : 

ftpTRpt P F^FF FTO ^p 5 aip Pf FFTftnt FF IpHT I mRw. "^t Pi RrtQ. FlPt Fit FFpF TOFTOt Fit uu^'fl I 
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1.1( R ) 3Wf$lW 3FT PlMdH : 

ftP-wH afa 3rttn7nwftf % anftns afft 33 ft arftTre ft) frnft rt vir**i rt 
T s 3K^“i Pi'4h u i yift«bifl*if % wtah % st^uk rr% % ftw 5 m^ <s4«ii< % cnHi^fftidiqi "am^ni i 

1.1( W) 3!T*IHf FF?t FTORlf : 

5*1 ROTTR)" ft" , ^TFT ft, ■Tlnci), fttfftft) aftr *1 rT«ii t) ft ft) ftn^ftrin c t><^ Rift) ft) E Ih) i^t) anWl) 

■^t ftft, WP RR^ afo g73Tft % Iftl 7 fapHHh ft ’JTO RftRT W1WT ft) R||l(i[) I 

1.1(TT) ft31T : 

*rsnf ft wgfan ftwrrc tDrt aftr fttew ft ■g^r ftp) i ftsrft" ft" fafftR wi ft) uwfuft % % ftnj Wri wRftftn, aift^ 

yyffti ttorr afft ft)M4 ft tjrf 'jstot twr ftrft i 

(3T) flIH'il 

(ot) Alft'i ywJ) 

(F) ftRTC RTW ftER 
1.l(^X3T)^<tWnft: 

faP)ft u lft'ftTR3 ,: ll'flft)' r T£'Rft)Rift) WHRP-l) fttRrft) RIHlfl ftEHft" HSlRd fftRT JTT1RT11 fafWtll apJHq ft)T atl'jftF, fftK 

ftfa jjhf)) H»nftl ft" R'jpra fftftMRrft) RroRjft" ft wffft' ft arroR rt RRft ftp? ftftt stirr) r;t fftMiw ftftn afrr3ft spf^ftt ftftn i 

an^iH *hft) wi^Jl ft) ■yi^TOi ft) trw ft)*n affr rtr ft) tu*i ft) pip % •bK j i rsj t*")*) ft, Tjwftfaft) Ti(jv j i rt ft )<i trr ft 'ft 

rruCii i twt 'ft arnw^nft, arwpff ft) R«ftf^?T ft)ft?t) Rift Rrft) rihuI % her ft" ftsrftn farm aiiH'ii i ft); Rrft) tpM ft? ftnj 

ftrft 3ft«K«fN wftf ft) arftw f ftf ftrft yinift % ftsift’ "sftw rte) ft '3R-1ft'nf^ra ftpRi w wrm f ftroft ftp "3ft 
%ftrftf ft ua»bi ftrft ftp*n -an tt% i rtw) «wil her ft armrft, aftpp^ft rt ftaft % arfft^c^R ftr rrr ftinf^ftafl 

UPSlftf Rft Rv^ft TTRTftpft % 'P'TRTT f?m 'RTRRpft wft : — 

(1) wftR^P'pt Rft RTHft TTRRft I 

( 2 ) -oftrst'prRft Rfwft wnfti 

(3) ftftl ft Rv^t RRRft I 

(4) fli'if) '^r^-^feRf i 

( S ) TJTsft "'«r^t-<iriqi RT ftfft % 'ITT I 
(6) apprw arrft;i 
( 7) Rr'Rftto ft^T/^TR aftT ^g«fRT I 

(8) fttft "4TT pHWtift'4 afR l^l^RftftJFT I 

“fi'ftl TtlRlft 'i SK' J l fti" fftR Tpftp 3TTRF7 Rft ftft ft R’ftP^tl ft RFRPT Rft Jim'ft ft) Ri'ftl RTRlft 'W RTR, 1 3PRR 

rit ftftr 1 as^Rin »h«i( ft), aftr ft) Rr^) RTRift Rt) wfftftft ftft 1 '^ftawnftftT 1 RT 1 argfttft^t 1 arsTRi 1 arrftftji?! 1 ft) ■rre ft ftiq< ij i 

ft 7 !! I ft*(M ftR ft. i Wia ft. afft 'ft) yiPq ft) <ilPI<3 ft RR ft fft?P5J UqiH ft) hc'oih ft) aHft$Kl ftftn I 

ffft) TTFtfTlft) ft 1*^1 (ftil, wftft ftftr RT ft) aift) RT RT if) ap^ftfft^j, fft^ aftr fftft'T?)) (“Miiclft) Pinfti u l (l'tiftlftl 

’sftftt) ^RlRt yft'IVIMiaftft ftlW 7 ! 8 hWHTI '^ITR’II aftrftR^t WWIMH ft H^iq,3PjftftV c Rft) aH'ft'l ft" Blf W^ft) I 

aRfttfwRift)■ rpto) ft) ftsK ,j i ft" aRR ttvft) yi*iipi ft <<ai 4im,‘ii l '^iff anq^^ct)ft) opftl TTRnf)ft ftiy, 1 ' wft arRT Hfft JiHr 1 ' 

ft) ftftRl ajifl^iq ft) Jii^'l) i a-H »tift) RRnf) ft) Rifft, hP!W 1 ! ftft arjfttFH RT ^ftlopfn afft aH^Vi ft aftftfto 773 wft 7 ) i 

l.l( ^X W)ftfftRTWRft) ; 

Tfft) ftfft 7 ! TTFrft )f(ft h^MH, ftRf3 ftft aRR ftfftR tti^ivl) wyfftci ft v , -ipn ft) aiioft i ftftn wiHRift ft) fftfilft) a?ft 

aH'ftl 'R y«tiH nftyi <^nft fftft^ IJ i <.<511 'inis’ll )ft‘icin a?ITRiT^ft ftfftfa ft «rqiq (ftni "WRlftI TPf) 37TRH a)ft SFlft^ii 8 ^hi<J| 

ft ftfft 7 ! ft ^ 'TftRT ft RFP Ift^ TfflTR) aft ^3ft g73TRI WRIT I ftf)) TTW^ R7 aftftftraf RBT 'arnJTTI I ftfft 7 ! aft ft’SW WTI% ft) T Tftftft ft) ’?PR 

Rftt ftlftR a^ft a-ift) ft)fRfttft75FfaPa3 aflft^'R'wftft) ^ 1^11 raft) Ift^TT^ftR^F ftirftftn y,Rfti ft) trstt aftr 

ft arniR;n ft^TT^ftift) RTTTlft 'T'ft ttii aitftl ^Ttft pFRtP) 4ilXft 1 ji ft aift m•>! [Rm q)i^<n | 0+) ft! Prift) 

RFft ft ■?) fftft) fft=T ftR ftTSTT ftRWftftftftlF) 7 ^ % "*W ^ftrft^nTffW^'nut, "sft ■=TC RR ft^T ^JITIRTTI 
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1 . 1 ( ^ x ? ) rtRTT 1 R 43TT : 

4r 4 ®RTft7I JrkRTRTR ll ^Pro 1 1 °4cfh ’' f4f%R 4 r % 44TT ?Ihk RTRT TRTT4 ksiRd PFRI Jflipil I 

"UTR RRrfcrl4 Pi‘h4 ,j i TTRtRTTTRTT 44 f^TYFTqft "SRI 4 ttt hki R?t ^p*RT Rit RTR ’WfR RT Ptad RTR4 44 IJTT '3 rk ^RTIR RRlR-fd) % 
nRiPlt[^l 4 <5+141 y.&ai Rit RTTR RIT 4t 'JlKlI "t", (TR RF '' 3Ep4f4T it mk hIW RRRI'' 4r 4 4rT P;hi RllORI I %RRT 3Rj4tfRTT t4tTT RTT5T 
Rll ift PlRTT •3T^84T’3ft 4l REjTTTT 4fRTT PhRI RTTRRTI fqn< IJ i 3Tf4cl<aP Rlt RRT N h14r TRTF RTT7RTI Rfq fRITTT 3Tkj4fRRI, fTTO 44 < ^ll41 
4444 % 144R RSTTR R7TT4! Rit 3TFRRW 44ft t Rt 4 rTT RTRT 45TT 4 3TmRRI Rft44tR Rr4<iTT41 Rll RRRTHT Rlt RIIR 7 ft I 

1.1( T5 ) TJT14ahRRT HR : 

I4PihP j i 4r 4 Pn+fl 4t TTfRTRT 4 TTJRR TRTRIT 44 firm. 5 ’i°hi PirIjm fRiRT <niniIf, % TRRftRR TRI-H % PrTR 

RRpR TRTR (f®|PiHf ,J I 44 RRTf4tft f'TRRR) R?t WRTRT Rit Ring'll pSTTlP fRT k/IH 44 y<f4R RITRRTTRT Rit ^RIT <HIRi RfT TTtl 44 14f4*R 
sMMf, Rv4t RTRftRff % 3TTRR 4 Pm RTp R)t Pti+ll 4f 4lPaH R)t RTR RT ^T IkiRl RfT T|4 t 44 RRI 4144 RIT tJT-Hl 44444 RftTTfTJ'RR 
Rit TTRTRRT RT pRRT’T PFRT RTT TpF 4t Pf <s+p RpTTT 4 PfPlWfl RSlfRT RT 7RTpR1 Rp JIKlI % I 

1.1(RT ) <t>l TRTRRr, RTR, TR^JRT 3t^T : 

RikOIII R pi*ilPnfl R^ft Ri 4 ! FR RT^PlR TRff 'P Tfp I RRpFRf % RER, 'til-4 Rp K•JiftT 3^3 RRTRFJ % PlR 34yRfl % 
RR R RfP aftr -?RR3t #p I R^f % SREpT RIR Hi 3RlftRT "Fl TIR, % afp fpR frlR RRR RI RftFT’R 3TRR°T ^ I ''RpRIR'l RR5SRT % %R 
RrIrI yPlRT-Sp Rp "RTOJ flMklkl, R^Hl 3pT RdN Rp RRRERT Rit I ^RRt SIR Rpmsp % fpTR '^RRi‘- 1 JRRi vilRld4t Rp 
SRkfRT RTf 3fR P4 vflRM'-il RRERTR Ri^ff ^"^RRrfRHl RT RTRpRR tRI Ri4riI< 1 R?t RR%RERRR^r 4 %pTR sflTRRpPTRR RIRFT 
R?l 1334 fpR( 41 ^fRRTSRf ^ T5RR?RT Rpft I 

1.1 ("5T) f^rfoFcRT : — 

fRpIRfm PrR%fRTR Rp 4t THTRFRr RipTt : — 

(RT) RTRfRRT, RRRR % f^ RRfRT ^RITt; 

(RT) Ri4RvP RiT Pi4|'*H % RRR f^lPfiRFfPl R-flRTT 3^1 r RR% RRRT?^r 4 4 TfRT RR Fr>4) IrIRiNiR) 4 RuRpjRf RIPT 
Rfft Mr r"P 4 4?fr 4 -gPm R^t wtr 4 wrr; rt! Rmpft i rr^ 34r4ri t^ rttrP i 

1.1(R) WRIT: 

"Rpti'ni RiT <H|"ok 3fp hr-lftfl 3fHI<; Rp H'JiPl RT Pt4t RiT^ ^ fRf^RW PFR RHP RI pRRRR^JRfT RRTRT RTl RT ffl $«1 RRI%R 
■pfP rt 3t4trrtM (Pt^rtrtr sttrtRr) strrt ^ tfr 4 trrtM r?tIr 4 TPft, 3 m^»r rrtr rirP i tr^i RRt4?i PtPteW rPfrt 
M RRFTR, 4H'<1, ^ u fl, RRRR, RTT^TR, RFR, R^R, PfR 2TRTT4, RTR, 4RTT RTRT4 44 4ft)'l 4*RRRlR %P-TRRR 41 ^ I Ri4R)T4 %TTRTTR 
4 Q 1 TR Cl I 4 TTRTTTR % Pm, 44 ^TJ^fRT 4 TTf^TRT4t 4 '^TRTRlRTTR % fplk Rl RREtT RT H^lTit RR RfRRRf % 41 r 4* TT^f4fT RTR 4 
■RR^JRR TRTR ^[PlRfRCI PFRT RTTRRTI ^ 'SRTRRl R^ TTjfRR RR 4 TRTfRR (ViHI RTRTR ^44 4471 TTRTT^ 4 ^RRIT 3TJTWR (WiMI WTJRTI 
4 h^rit rP ttrr^ tttrt Tm^ PtrPt *ii44i 4t ski rt w-t 4 r4rtt4 rt4I tpet^ 4t 4tr 3trrt4rtrTt4 rit ^frrPt rr4i Pfrt 'rtrrt i 
RIFT 4t 3TTRRRRI4 TTRtT^ 4) f44 TR^RR RT4 r 4 44 TTRtffeR RRT RiT, JMWt 4 r 41 RRTRPT; RTSt-R^ RT TRpPT TlTRCft 4 F3l4 % 
PrtO, <JM*il'l Pfrt ^RT TTRETT % I 

f4R-f4R RRTRRf % fpTR RRTTTftTR 44 RRIRRR TEFT^ RpFRT vSH^sef Fpft 44 RITpRRTRT r4 R^ TT4I TTRR^ TTl4)RT4l RIT 

3Tf44T3T TTST RTRRTI 

RPl TTpFRf4t 4, RRTRI4 RIT RRR4 t RR4 RRR RTRTR RT TTTRTp RTF4 RRTTRTR 4 Pistieial 4 4t RRRfR r 4 3TT4 RT4t TFRlfl 4l 
TjTTT- tpf RR^T 441 % 4 TTR "^RTRiP" RT "SR^RTT RRRI RT RRRTF RTRTR RTTp RTf^R 44 RTRT 41 3RRTRRI 4t TRR TJRTRRt' R?T 3mR _ 3TFTR 
4rTTRl4f 4 TT3T WRT Rlfty, 4l pTRfRR RTRRTR 44 PtrIRR ^RTpTT 4, MHd: T44t4f4)RT RRTRf Rp RRT 4 FtRT RT%R I yfitiMI % rt4t 
RTR RT RRTRkf r 4 RFT RRIRRR 4t ■'JRW TT9TT RTTRT RlftlJ, pJRTp TTRRR 3TRRT TlPTTTTJRR 4 RRTRT RT r4i I 

1.1(Z) 4rrf4f4RfRT 3Tf44TJ : 

th^?iP<irt4 14Pi( 4n rrttr (si ij *i 444414 rt 44^ 44 thrItTri 4tr4t) r4 Pbtr rh trft r tri 4 ■gri f^Pifltn 3R^4f^Ri, Rhc 
44 "'jRnfl 4hfRRf % rt4ri 4r rr 4r MiRfr 3444T3r thIrt i Mtr4t stIrPrst 4 rM tttrt4 r4 r^4t rit Pthtr 44 4stt 4 

3Tf4RTRT Rp R$ RRrH RTRT41, TRTR, TR, 4lPlRi RT8JR 44 TRTTRpTRI nPl^TRl ^4 PiPirImi % PkfRR TTRIRt 4l RTTTR Ptiu, RTfSTRl, 4f 
3TTRRRRT 41 RT 4444 44 RTITRR 3Tf44TRR, 1940 ( 1940 RIT 23 ) Rp RF# R^^Rl 4 Rf% STTgtfRRI, fTTK 44 ''JRpft Rp 31^4% 
■jTRRif 4 #tr f, rit rrrr Irirt rttrt stPM 11 tr rt4t4 4i 4r4r riM RTWf 4 RT wtritr tttrt4 4 44 4rtt RRTTR 4 fapwlm 
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■ 5 m ai'ftfifl 3mA mirw# #tmt Mm mt #rm m) 1 1 ^ si##a mtmrt: hrttrh 3 # mm## ftMMm m#mi rrt rrmmt r) 
t>c<ii8#A 5*i , 'l 1 <Smkhtmtr% MttnmT mm 3if*ic?i<a Mfc m# iff 3 # 4ft>'i s### %him smftR m>) # sflMfMMt ml diO<s 3 #mtmt nf#, 
#jtr hmttr M5R # ftPiftfl 3 ## % ammi % ®4f) tr) m#) 1 mm ftf## 3fftfMM) mi, mdspr mm ftm j# 3 # #)^7ti mm## 
% mtr mr) % HJCMiq if) hurt) Pw-( mt f#MMt % few, 3 rj5ttr Mi miRTT 1 

1.1(H) f#HU| 3##73 : 

Mm), to), 3tthm) 3 # siifi# ^ f#r #m #hrm 3 #Rf) mtr hi# mi) ijmr miA m 4 qft t), 4 ft 311 = 1*^=11 R), strj#;, firs; 
3# '|Hlil 3##1M) % iHC^ofi 4 m # fMMTM 3# fta< u ! % 3Tfv#3 7# 31 |il<1 1 

1.1(t) «HMi) [}i(o(i|t|fll' 3 )# ufcnjiH '5IT 3tfMA<s : 

ftf##TMRIR # f#TM ft>RMR'37MTR) %7TMM A" MTMT MTmTT ftTMMMM)' M?) TT# RAif Mit A<a=tsMT# %f#3[ RMT iftin-sl <$<11 
f&rfMHfan ## MTmTT ftlMilMMl" MT MTMT TT*f) 3##)*, MM f#?TTMRf ^ TTMf# ftftHft|3T)' RTTT f#R MR ##1#' ml Mf#H mRmi RMT TTTM if) 
T#) MTmTT ftlMrUMT?) Mi) RMmjfM Ml) TtMiR % ftiy, STTTH Mi) # ^MTT mi ^TmAo TRtMT I ft##! 15 R MHH Mi) smfM *f RMi MR 

aRpnMM mt)##) mt #ft fiFimrmff mi 3##3 m) mttjr m#tt i t^wt Mftrrc # ft# 'ft f^rffWM %#nm fmftMrm % #r hmrt®m #mt i 
Mc*)m ftftHfti RRi mTR^Rmi, ftrc sftr rmtm) MfWfMM) % mmmRi % mRrttmtmmm f^RM mRt^ri uftfsuMT m) fTMtR Rmr rmt rmmi 

<RnR3R TMTT MTRMTI f^fRMflTT RlitO MRt^IM Mf)lf^FM1 MM 3T^MM MR fRmMf Amiici*) ^1 f^TR MRMT Rt) MR MIMIR A fMRTt ^RFM %i" MM1RI M) 
Miff t 3% % ^Rf) yfnRpMl MlfrlM MR^ ^ R) R^f mR"^)M^ % MI MR RMiMMT RT^M U I % I ftRmtm RfRf) WmTOMi MT 3MM WtM? 

RMM?f mr^i t)rm) ufmjRM mRiRrmt m) ^"i^irRi m) t)mA % Rm, 3 trm mi) mtA mtrt) rnitm^ mrirrmt®) R mm^mir Aciimm) mimm 

MilA MT MlftlM aTRiRMTpTPI MM^, MM A) fqAVMM MR M^M) I [rTWcii ^Rf) MFR MflT^RT MfRfeMT MM fMMIRI 3)R MFi) M^ MMtMTlf Mi) RPEJMMt 
MTJ5iriM MTfMMiR) Ml) T5R MTM m) MmfM A RMI MR ^‘il I 

1.1(R) Ri4mu| : 

Mi^m MppPuMift m!) mm) t fti mr stmm) r) mmImmirit mc mi hwk rim mRMtfim Mf)ami mmIm^tiimt % mtbmm ^ 
mm i Rt^ [mm - mi % %r ^gfaMr rnmim mrtrmi i mm i In A R m" i argMm mm) mm»m) M m f iT M ) mm MrfRm mrmt, amtufaMi Mi) mm 
sfR "ffMK mtrt MmnyMmsiMR % f)iR fMmrcft ImR miA mi A ^ mr mimir ^ mmtRt^) fRMM°i m?i mIPthr mVu i MMifdfi 'Ptmmm 'Wim^i 

MIMTSM MR^I MKMTMm RM.m1m 5) mfMMMf ^ RMMM #) I MMlRld) fMMMM STgMm % fMmfaftgfl Rpr MMfm Rf)), MIMfR : — 

(1) m^-Tl HTMlf) ^MR MR1TR) % ftlR ftPl?IfiT 3f)T MffRTM MSfllM) Mi) ^MR MRM11 

( 2) Mi - *!) WIHRjmI %I Hr^Mi ^M % M*jA #11 ■3)Vl R^Rift 3# 3i<^[)^ift % #R MMMM MlftTM MRMT; 

(3) #1R MRMR) MT 31^ i)MR MIM# % MRA #1T 3?)l #)BF7fM MT 3T#)^iDl % #R HMMM M^WM MRMT; 

( 4 ) ))#) Rfll# Mi) MMfMTMt 1## 3Ttf)M Mr# MIMlf), 31^ #1R HRMR 3 ))r iffMR HTRIR MRlftlT f#2 mift ¥ MM H4^8rT n T ®flT 
HIm )ii MRMT; 

( 5 ) afftftrM) % #R #MTMfftM 3fk mSTmT artyiai) ■% WHIM ^ RTRTMMT MRMT; 

(6 ) MMTf#) fRMMM ##151 MM^MM ^MMf # MMTRM # %R HM^MM MfftTM 3# #ft^?T #f)ijm M#) f#t# 3## MR % 
###1 #TRMR 3m-.MftWT ^ ^ MWMff A' mRT 3IWI4M. ftft#2l, 'Ak# 3# MMTMM -STfMfMMM, 1940 (1940 MM 23) 

# 3T#mf«m mr) #tr mrf) f, ftfa'&if mm w#t # 13# mm) 3m;Mf)8imif % 3TfR#3 m) i#)); 

(7) 31R^, 3# TJMT# M#3##I# MM MMTf#) f##m RMi rnf#T HTHRM t f##’f¥#)r # f¥#H MR# 3# MfsRMT 

3i"q4RHfl %—-^4 MTMHT, MR# 3# 3# #MT #MRT RMMM Shk HIRTR # # M^RPM MR) R) MMUTT, MR 3RM?MMi % f# 

' ftpmftl RRT Mi) M^ wk'ti yftvHI MM 3TfAA<a «ai mTR ; 

( 8 ) RRMFI, RJRMT 3# ## % #R HM MTMMlf Ml), m) HRM RRMMT RTM MMilfVRI 3### # 3TPJ^R, f#; 3# ^JMPt) RR# ^ 
■MMf#T MM^MMIrMT f# MR f, S^MTRTM Mi) miRM); 

(9) Rnf) MI#) MTTMftrq)' MM )# RT^MM Ml) MvM Ml# Ml) Rf# ^ mfMTRJ MRMM # f#J MTHlHC ft.'Hi mTRMT I %MRT R+fl 

Mi#) MTMfTTMT m) ftplft 0 * iftMTSTt # 3T^MR RTTMlf) # Tjf#TTM JJMM mftmj 3# ^IRT Mt^r) MMH# Ml) RR MT#) ftPinAl 

#3TRMM Ml)miUMilf) ^ I M# MMHZ #4131) ^ 3rfMMiMT^ mli) ¥ if) ftftntai MMHJt MI) tftl=tii'4 tflni % 4)ci< c^A 
% f#R 3HRMTI STT^RTM Si'Oopn M#) I 3#) 3TM#f#T iiftiHi Ml ft# MT# §r ft M^)~Rtf) #TR HmTRM H4>4 ci°n ^A 
r) MftlMTf# #)muff f MT HMMM RR^til'JI ftMT mTMT #ftl4 #MT #ft[^ « g M#) MMM MR *MTH # R13T mTRMT I ftPlH# 
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?3ft? aig*p* % arm rt ftfaft Wife ft?ft aft ft fttarft ft siyraRi ftft i aiftft, an^fttVt), aptft 3 ft Ifts 
aftrfft fafftaftl ft? ffti; R^Rflft Rllft Rift ftf ft RtfRlft ftRaiwftR ar*lh( wIPlB 3ft £ ftfti)'*jwftft 
RT ftlft RaRE; RRlft ft? %I( Rft^iTT ftft I feftfft?ft 'ft RIH'Il, ft fawft ftRl aTTRfftl ftp! % 

rtr "ft 'atm Riran t, 3iw ftR etc arfttRt" ft? fe( hWUi fftr i fafftftm 'rrt ETCTftftE ee arftfRf ft? RafaE ft; 
fft( ESfftET fftftftl ft ■amt T ft 3TEET ElftE EIRE? «jft E^fft Efftl Rftfftl EIRE? ElfftE ft EsfllET S^ft^RT ft I 

"3ft RE?K fftfftfftl aft^ftW ft? ftft ft »ft RJ8FT ftftft Rfttfft ft? ftffta fft?RT EIH('II I ftft RftmHf ft arfftfer TEIT 
wtprn 

2.0(arr) PnfT^IftJ a<EI< ft? 3lft^T : 

(a?) WTwfftT^R: 

fftffErj anajaffftir, ajRift aft fa£3ftrfftif ft? fftftfta’iftlftTH'ftft ajEE?Rftftfftr ^frft «iE**i|ft Einpftftftfftft’e 
EE a) ft! Eaftff ft? ftn( 3Tfft"l?fem fft?RT JlUftl I ft ftftf ft Efel ft? ftlR; EFJ flltfft ft ftEEEI Tfftft aft aiTftEE? RR ft ^ ft TJEE 
ftfft <trt »rrg wr ft? ete ftftftt ftft i ftft Eft ftftf ft? fe?; w fftffeW tft?ET efti t, RTg erir ft ftftj mRieiRa ftft Rift 

fftaftE? (ftElfftfftE?) ft? EI«MR ft faft'ft fft?ET Riy, 1 II aft ftt W)]JR ftftf ft? RETE ft S'fltH WE RTTtftH I Rifttft ft TEIR-11 ft R?lft 
ftRIRR aft RITE aft EUftft aft ftft? R7ETI( E?lRTE?E: RITE ft? arfftftff ft ft Pin fft?RT RTIftTII 

fftftRTJ fftfftRW ftR ft Rift 'Jlftf aft, fR^ITT aft fftiftEE ft ^JEE Raft ft? IftR arfftsftftRI fftn RJIftITI fftffETJ faffed 
ft? fftrr Eft arrgftffe?, fftc aft ajRift afefft (ftPwfoi ftR ft EflhEiajf ft? aftm AfftE? T]wftffei awire fW jiir'ii l ftft RHfe ft? 
Rfftimf R?t anr^llftfl RHI^ft ft RirR aft RTQft afft JS^Ril arfftftrj «gi 'J11R.*II I 

fftlftaftai ftRft Rft?! wifft^pn R?lfftap■ft) TR5RT RR?ft fttfftR ft'il I fftPlHt , 'i ftR ft Rft?I R?ft 3 |)r ftsft ft?IfttR SI^RR 

RR '^llft Rift (ftft 4 nfftiRi aTaftffe?! ft ft aift aft tin^Rifl (ftiRI 'Jlli^'ll I 

ftft :HFjftfr,RT, fftc aftt afefft % fftffefm ft? %R, fftt " 3 Rft? aftfe anRift ft fnaflRl'^fl fft?RT RR RR?m ft ftft ft? 

ft, fft ftR I ^R i t ni ft? fft?, amrrfftr ?RRft ft? Rgft ft BTRlft ft? ftm Rllft ft ftRRRm ft RRTfftl fft?RT RRURT I sftm ~yR 

ft ftftq i' .- ' ifrfl a?RTft' ft rw ft ft? fftr^R ft, ftr-fftforrjfn 3ftt ^rKf ft? sitrr ft ftm Rirft ft rhirri ft Rftfti 

fftn RmpR i 

(an) ftajRRI 3 fetft«TRft?RffttjaifTOlPrat: 

(R?) Rafer <^4 ft RR??T VRR ft? <S5 ft RfiFRIH *^<Rl RT RRR ft? ftln< RR??I Rift ft o'lRil RRI^IR R>tHI I 

(asr) RftFKRR ftR ft ftR Rftap TRjfftl RRIR R?T 3 MrV|R?WI 
(R) Rftfftf Pi«nmRi RCfft ft aaRRRI RRRTI 

(r) Piftqpj amft' ft? 'faft «iOr w Rig ft arfR^H*!! rjtrt i 

(^) RTlftftft a^ ft ftiTT^prft SRRTT ft ftR ft RTIRaft afft ^Ipl ftft ft TR^fftn R?ftt '3RR?T aifftftaR Rnn ■aillRTT afft 
■RRRtR ft ftwii ft Rfe ft RRRaft I 

(R) ft'TOH ft? IftlR Rift RI ft TJTRI '3Raft r T ft IftlRT RTHTH PI ffe?RI ft RRlft ft? feU^ft?fet ftaftR ftSRRI ft 

80 felt ftftRE^f ft 3TaajR ft? 7T1R RT ft-Slftfl fft?a?T ?JnREI I 

(u) arftf, Rft^as R^s, arftrR afft air»nftftR? fttft % siwt-3rrt anRpif ft rtr % fftnftr Pioilfta R^ift aft) 

aid'll ft "gfft ft RjfftftRR R?ft ft? Iftftft RR?RI ft Rlfft WR-ftai ft? Rften ft asnaft) I 

(ft a^qllRR MlPlRild ^RI aTJRftft'fl nRi-flft «h4Rlfl«jft fft^l4?l ft^ftiarfilR fq(UU|ft7ijft 8M|(;ft «ll«lfftR) <RR|t;*I 

ft RITR ftfft afft 5JC11I aftft | 

miw( RiiaJjfH ft? aTtjft Renftfftl Rft RfftlT fftaft 17 ! Iftaft? aio*[a a??^I aTTRRTR RTftfftl 3ns[cii, ftftl aiinnH, ftRR aft fftftRIT 
ft ft 5 ft RtTtft aft mi aftftaa writtrti I 




[MFT n—3(i)] 


MTOT ‘•BI TTJPra : 3ren^tT°I 


7 



vm -2 


13i; mj, <*>i auqiuqi v> kh^h u«i j ii * r««MHi u i <*> •wimm, 3h*«m 3<h ^*nm 


■5ft-q^r 


ST. TT. sfafa ’BI 

-^<ih, faRmf’i wh 

^ fallal aOw 

t 

(1) (2) 

(3) 

(4) 

i. snn/Proft 

3frtwr fJBqr-q>wi % ffcrj ^jqqi Rthfir 

<i'lM/ t i'-<'l'y n/O-i+l'yin, <s\m T*R/ 


TTfim 1200 qfc sirorfaT ater irtqr 1 qft 
angaf^, ftra: qi sftqfaqi hR*k 

qft f 7 ft qrfai arfnR-w q^rffr 

400 *pf ffcz qq arftiRm artful 

irtTii 

qw 1*W, 1 

2. ' t T^H/#T 


'I'-t 4 -i/f^ j il'Ti«ti/ +] '] '<%/ 41 afauna 

(Tf) 





qiH ffaT, VW fa3T4 qq, qRS17 fauna qq, 
qteft/qrft qrffa hvOh, asftei %/ 

»i«K«i % fanj srraH 1 'ig«nm/<i!ft«fifl 
(UU W fa^n 1 ! Rfa) 4 HJI afaftrci l 

4. ftftrqr 


qra ffaa, twth fauna ■qq/qrrsr fauna 
fai, qrf^Rm fa* , ^qr, fefaqr^fafaq 
qq 3 flT mat Iqc-in-i, qfai fatllHfl Iciwqi 

f$TC[) ^l l?t 1 

5 . ' c rmi/WR/ l HH|cn/ 


H*rt, °t 7 <z 1^/ qrti/Hfflcni 



’sw, y/rtn-f) Piji/^Rti Mriiw, qra^s - ®, 
Rigl qq ■srrqFT, qq '53 H^cTl, qqqq q^cfl 
(fa^i qffanfaiq) fa^/far ttt, faqqqqr 
■'ran, fafar fa^ar 1 

6 . 


ftgl % 

ftci, "^5“ <*i<, ^ici 4 l ; 

qtftal, MTU/fafaq afR fqOql' J l qr(fl ^ 
P4«hm*h wr «ftr qn^q^ft 
■'sqqwnitqO 

7. 


ci^ ; P-u 15 tl “^7 k 3 TT^ 7 TT *iI*•/), 

hnhnI, 'OT TTTrto ^ffr trtftPw 




8 . 


qrq q#r, fqrpqq 3itqfq/qH(dM<i 
Riarq'qq, TtqTWPm (q^i 

wliri q«K’'i arttm, ^i'KrlH <^ci 

1 

9 . 1 W/ 3 T^B/ 95 T 5 ' qfcq' 


arjqrq fq^roq? qqn M'ii Tftqr 

afR■qt qqufl, Haw< ■?! -gqq -^11 q«u 
=ti] Hdlcii aftr 

•‘Bsnqr qrqpri 
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(4) _ 

ftron An, fArorroi w wit ~mi 
3 £F ^ aFJTOT, AftTO Am n#% ftyiw 
froro, to 'OT wA Hit % 
mn/TO HTO TOffa, 'ft, At. TOfAn mfffa I 

AA At A {) 15P-CI Afro A I k'*H tj# 3TRPT 

aftr ' J HfT -3TT^7T ! fi'At, arran h4y, [m-x^vk. 
An i 

TOt 'ait ■tot nfSnrr t, % nw-nrn wr 
nro aftr anm tot i 

to nro, tot nro i«ti| 

AfAt A, nw^/APl fAwiyfAwi An, ipn 
Pi'dW”! i 

n^t, nfl#i Tiftar, ninitn 

wlM v i>SK ,, l 3 TTOR, tsm «s'Ht°h<., 'W 
A# AfAt % HTO TO n#T I 

n*f mj tjto, 'aft to aTjnrftni fAron A 
forjn isTcr <ronftw Atm, Am#, aiy^i 
fqam nror, nfA?r # An m fA^rr un 
*«hiRki AtAt i AUimfAHmnTOH firo, 
nro ii'-rnrrt, TArotn tAA?i nr arm 
toiA ■# fAsro afk wro AfAmi, 
Pi^hiR^ci m# #■ [Ah-H, A^ar Phc^ii m 
isM, to nro anAtaAn i 


(air)3jnrft m^PA nftattnfwAt % fafAmwff % faPmfui A?ftmjMvfHft,yuw><aftr-* jhhhWAnN 

w. n. aftnfA to wi 

^rc, fAIAnh toh arAftm 

to nyftntt/TOwr fmroA 3 tA^t 

#m£ t 

(D (2) 

(3) 

(4) 

i. i^W-i firm#/ropmw'/ 
TOrftnnrAtn 

y C^^t) f^TT-WN % \h 4, ^fV% f^HT^TT 
’Hf^T 1200 ^f 

*^1141 ^fnrfV^TT <3*ft mU^-k ^f 
(A IA Rid #■ A ift TOfar arfAftro h^Ri 

% f#? 400 mf fro tut ^DiR^m tfo srAtwr 

Atmi 

Aw/nAw, *iiM-fl, mror firam to, 
(nfAwAfifarAt), TArotn^Ata, mfrm, 

'H ^cil #T aRT TOTTO7 H, Ol4)<l Al 
%t( TORt( RlTOT TO 

2. 3T# 


sFraro tor (aiARroi) 

totto A#, toto ^rrfn, fA^ei:, 

A'icici v toi totRi, *ftrot Am h#i, Arto 

3 . to (Atftw) 


Aw, nAwTO, ^TO#, 4l3iS<1ATOrTO 
(toi arAteift) |i 


(1)_(2)_ (J)_ 

10. ‘Mn/y'infl wn 

11. amm/srftns 

12 . ^gn 

13. anfr 

14. 

is. aroAm/Aajmnrn 
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(1) (2) 

(3) 

(4) 

4. 7T^P(W5T) 


ft’iafiyftftw, wft 5), T^Tq, 91*57 fft9r>T 
fta ( ^61 TJTftftTCT ift) 1 

5* <I J T^ (<(ci) (WH 


^C'l qffe'■VilR;!, (-i-KTltt Ttfttl 9<fl6|l ^61 
ftp^ST, 4)«m mtw * 171)1, «iWei 

H^ft)l 

6. y<Hi, i w*n?r 


^i^iclci *4t(rl f*T-9i ,J i fiiff'i t 

7 . h<@h, ftfarc (sftftsfts) 


<SKCT/*l<£c5|, Vft, ^°f>, TrH^ ft-TtTO 

1*1 Cl (^ ^TT^W ) 1 

8. wf (imr) 


ftwftftw, Wfft, MT3S7 fftSFtftn (W 
3TPT7 , W5t), ^P j i4)|'hi ft^, g ,s 7i , 7i 
ftftUi Tfvfh, ft”* f, aft. A 7J9«h7 u l, 

^12 TTffftT (Jc91, T 5 ^, -Jill fq$9l <631^, 
HlRrl’Ci % ftr^ ^<31^, ^wHlPiri I 

9, 3^5 


■H^cO, <37di, ftf61 % ’qifa 1 

10. gw 


50-100 ftl.Tn. HPT7T1 <717) Tfegft)P-19H ft? 

®nf3, ft’S’n, Mgft) 1 

11. 


7lftTO, T1757 ft* (3Tfi aTKWP 

Vi), %^1 'T7 1J T qTTH ^T?ng<fPPT, 
Pl<l({T>7iR37, W <1791, ft5R’ D I-3TTtIR, 

<wft 1 

12. TlftlT 


Ift'K'i ftff, Pr^tJlRRi HOI (rl'll 'H^dl -sppug 

"frnin «fter=r t7#T, fw?7 ft*?, g^HV-r 
fwe7,103 WI ft*?ft 3 r) % 7H'T/TO K 7 ’TTW 
ttVH ’ft. ft). %fftn ■qftH iTig \<tti, ’ft) 
7179 37^-ciiftin Pi^t’I V Iqgn £771 <j>™-nfft(i 
eVii, 6fl 1 

13. ^TJT HifJH 

(^isf ^T*f *TT!R) 


*l4 "^JcTT, ^ flIH ^TJ^nft’TTT Pi4^ ,J l 

^ Shi t}Vn, ^>ncil 1 


mg-fcwrr 

1 - 5-1979 wwntf^i afk iramiiitfm, 1945 , sftr wm wi (iw fWi), % 
y»bi¥H ft' sftiftSnc t, frraft ftkfft #7 iram TiiHift arfftftm ftfa (ftbsbftftgq.gTT.-ei) ftk arfim ^7 ft ftfttftrrr m’qu.fft. 

647(^7) TTTfNST 28-10-98, ft) TlW^T f I 


!55-2&?/??~2 


[ft.-ftr. 11020/5/97-ft).ft).ft). ( STT^.T^t.TJTT. ) ] 

irfhT 'tfH ftgw Trfor 
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MINISTRY OF HEALTH AND FAMILY WELFARE 
NOTIFICATION 

New Delhi, the 14th May, 1999 


G.S.R 384(E).— Whereas draft of certain rules further to 
amend the Drugs and Cosmetics Rules, 1945 as required by 
section 33-N of the Drugs and Cosmetics Act, 1940 (23 of 

1940), the Central Government is of the opinion that 
circumstances have arisen which render it necessary to 
make rules after consulting the Ayurved, Si'ddha and Unani 
Drug Technical Advisory Board. 

Now, therefore, in exercise of the poweers conferred 
by section 33-N of the Drugs and Cosmetics Act, 1940(23 of 
1940), the following draft of certain rules, further to 
amend the Drugs and Cosmetics Rules, 1945, is hereby 

published as required by the said section fo>r information 
all persons likely to be affected thereby and notice is 
'hereby given that the said draft will b<e taken info 
Consideration after the expiry of a period of forty-five 
days from the date on which copies of the Of£icial Gazette 
in which this notification is published are made 
available to the public; 

Objections or suggestions, if any may fce addressed 
to the Secretary, Department of Indian System of Medicine 
and Homoeopathy, Ministry of Health and Family Welfare, 

I.R.C.S. Building, New Delhi - 110001. 

Any objection or suggestion, which may received from 
any person with respect to the said, drafit before the 
expiry of the period so specified will b-e taken into 
consideration by the Central Government. 


DRAFT RULES 


These rules may be called the Drugs and 
Cosmetics(Amendment) Rules, 1999. 

They shall come into force from the dlate of final 
notification. 

In the Drugs and Cosmetics Rules, 194 for the 

Schedule T, the following Schedule shall be 
substituted, namely:- 
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SCHEDULE "T" 

(See rula 157) 

GOOD MANUFACTURING PRACTICES FOR 
AYURVEDIC, SIDDHA AND UN AN I MEDICINES 


The Good Manufacturing Practices are prescribed to 

ensure that: 

(i) Raw materials used in the manufacturing of drugs 

are authentic, of prescribed quality and are free 
from contamination. 

(ii) The manufacturing process is as has been prescribed 
and maintenance standards of purity. 

(iii) Adequate quality control measures are" taken and 

(iv) The manufactured drug which is released for sale 

is of acceptable quality. 

(v) To achieve the objectives listed above each 

licencee shall evolve methodology and procedures 
for manufacture of drugs which should be 

documented as a manual and kept for ^reference and 
inspection. However, registered amd qualified 
Vaidyas, Siddhas and Hakeems who dispense medicines 
to their patients by preparing thems;elves and not 
selling drugs in the market are exempted from the 
purview of G.M.P. 
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PART I 


GOOD MANUFACTURING PRACTICES 


F actory Premises: 

The manufacturing plant should have adequate space for:- 

(i) Receiving and storing raw material. 

(ii) Manufacturing process Areas 

(iii) Quality control unit including in-house drug testing 
facilities 

(iv) Finished goods store 

(v) Office 

(vi) Rejected goods/drugs store 

1 • 1 General Requirements: 

1.1 (A) Location and surroundings: 

Th<5 factory buildings for manufacture of Ayurveda, 
Siddha and Unani medicines shall be sc» situated and 
shall have such construction as; to avoid 
contamination from open sewage, dirain, public 
lavatory or any factory whi ch produces 

disagreeable or obnoxious odour >or fumes or 
excessive soot, dust or smoke. 
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1.1(B) Buildings: 

The building used for factory shall Ibe such as to 
permit production of drugs under hygenic conditions and 
should be free from cobwebs and insects rodent s. It should 
be ensured that there is adequate ventilation and light. 
The floor and the walls should not be damp or moist. The 
premises used for manufacturing, processing, packaging and 
labeling will be in conformity with the provisions of the 
Factory Act. It shall be located so as to be: 

(I) Compatible with other manufacturing operations that 
may be carried out in the same or adjacent premises. 

(II) Adequately provided with working space to allow 
orderly and logical placement of eqiuipment and 
materials to avoid the risk of mix up between 
different drugs or with components anid control the 
possibility of cross contamination by other drugs or 
substances and avoid the risk of omission of any 
manufacturing or control step: 

(III) Designed, constructed and maintained to prevent 
entry of insects and rodents. Interior surface 
(walls, floors and ceilings) shall b>e smooth and 
free from cracks and permit easy cleaning and 
disinfection. The walls of the room in which the 
manufacturing operations are carried out shall be 
impervious to an be capable of being kept clean. 
The flooring shall be smooth and even and shall be 
such as not to permit retention of accumulation of 
dust or waste products. 
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(IV) Provided with proper drainage sys;tem in the 
processing area. The sanitary fitting and 
electrical fixtures in the manufacturimg area shall 
be proper and safe. 

1.1(C) Water Supply: 

The water used in manufacture shall be pure and of 
potable quality. Adequate provision of water for washing 
the premises shall be made. 

1 • 1 Diapoaal of Waata: 

Waste water and their residues from the 
manufacturing sections and laboratories whicch might be 
prejudicial to the workers or public health shall be 
disposed off after suitable treatment as pe;r guidelines 
of pollution control authorities to render therm harmless. 

1.1(E) Container'a Clcaning: 

In factories where operations invol ving the use 
of containers such as bottles, vials and jars are 
conducted, there shall be adequate arrangements separated 
from the manufacturing operations for washing, cleaning 
and drying of such containers. 

1.1(F) Storas: 

Stores should have proper ventilation and shall 
be free from dampness. Stores will provide aidequate space 
for storage of different types of materials namely 
separately with proper ventilation and free from dampness. 
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(A) Raw Materials 

(B) Packaging Materials 

(C) Finished Good Store 

1.1(F)(A) Raw Materials: 

All raw materials procured for manufacturing 
w: *-ll b e stored in the raw materials store. The 
manufacturer based on the experience and the 

characteristics of the particular raw material used in 
Ayurveda, Siddha and Unani system shall deci de and adopt 
proper containers for the same. 

The container shall take care to protect the qualities 
of the raw material as well as prevent them from damage due 
to dampness, microbiological contamination or insect 
infestation. Wherever necessary, the containers may be 
stored in the raw material store wi th suitable 
environmental. If certain raw materials require such 
controlled environmental conditions the Taw materials 
stores may be sub-divided with proper enclosures to 
provide such conditions by suitable cabinization. While 
designing such containers, cabins or areas in the raw 
materials store, care may be taken to handle the following 
different categories of raw materials 

(1) Raw materials of metallic origin. 

(2) Raw materials of mineral origin. 

(3) Raw materials from animal source. 

(4) Fresh Herbs. 

(5) Dry Herbs or plant parts. 

(6) Excipients etc, 

(7) Volatile oils/perfumes & flavours. 

(8) Plant extracts and exaudates/resins. 
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Each container used for raw material storage shall be 
properly identified with the label which Indicates name 
of the raw material/ source of supply and wilL also clearly 
state the status of raw material such as 'UNDER TEST' or 
'APPROVED' or 'REJECTED'. The labels Shall further 
indicate the identify of the particular supply in the 
form of batch No. or lot No. and the date of receipt of 
the consignment. 

All the raw materials shall be sampled and got 
tested either by the in house Ayurvedic, Sid<dha and Unani 
experts (Quality control technical person) or by the 
laboratories approved by the Government and ishall be used 
only on approval after verifying. The rejected raw 
material should be separated from other raw/ material in 
Storage area. Procedure of First in first out' should be 
adopted for raw materials wherever necessary/. Records of 
the receipt, testing and approval or rejection and use of 
raw material shall be maintained. 

1.1(F)(B) Packaging Materials: 

All packaging materials like bottles, jars 
capsules and other packaging materials shall be stored 
properly. Controls on issued and use of these packaging 
materials shall be adequately exercised so as to avoid 
issue of wrong labels and cartons. All containers and 
closure shall be adequately cleaned and dried before 
packing the products. Record of such cleaning shall be 
maintained. To minimise packaging and labeling errors a 
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specific number of labels and their packaging will be 
issued against a written request. Any discrepancy in the 
number of labels and packaging units issued and the number 
of finished packs actually produced shall be properly 
investigated before releasing the final batch. Labels 
and packaging units which have been already coded with . 
different batch number or spoiled during packatging shall be 
destroyed. 

1.1(F)(C) Finiahti Goods Stores: 

The finished goods transferred from tlhe production 
area after proper packaging shall be sttored in the 
finished goods stores within an area marked "Quarantine". 
After the quality control laboratory and the: experts have 
checked the correctness of finished goods w/ith reference 
to its packing labeling as well as the finished product 
quality as prescribed, then it will be movedl to "Approved 
Finished Goods Stock" area. Only approved finished 
goods shall be dispatched as per marketing requirements. 
Distribution records shall be maintained as jrequired. If 
any Ayurvedic, Siddha and Unani drug needs special storage 
conditions, finished goods store shall provide necessary 
environmental requirements. 

1.1.(G) Working space: 

The manufacturing area shall provide adecjuate 
space (manufacture and quality control) for orderly 
placement of equipment and material used lin any of the 
operations for which these are employed so as ' > 
facilitate easy and safe working and so as tco minimize or 
eliminate any risk of mix-up between different drugs, 


/SS'? &!//' ??-? 
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raw materials and to control the possibility of cross 

contamination of one drug by another dlrug that is 

manufactured, stored or handled in the same premises. 

1.1(H) Health Clothing, Sanitation and Hygiene of Workers: 

All workers employed in the Factory shall be free 
from contagious diseases. The clothing of: the workers 
shall consist of uniform suitable to the nature of work and 
the climate and shall be clean. The uniform shall include 
cloth or synthetic covering for hands, f:eet and head 

wherever required. Adequate facilities for personal 

cleanliness such as clean towels, soap and scrubbing 
brushes shall be provided. Separate provision shall be 
made for lavatories to be used by men and women, and such 
lavatories shall be located at places separated from the 
processing rooms. Workers will also be provided 
f"-:ilities for changing their clothes and "to keep their 
personal belongings. 

i . a ; 1 i Modi c*l Services: 

The Manufacturer shall also provide 

(a) adequate facilities for first aid; 

(b) medical examination of workers at the time of 
employment ' and periodical check uip thereafter 
from a physician once a year, with particular 
attention being devoted to freedom from 
infections. Records thereof shall be maintained. 
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1.1 (J) Equipments: 

For carrying out manufacturing depending on the 
size of operation and the nature of product manufactured, 
suitable equipment either manually operated or operated 
semi-automatically (Electrical or steam bas;ed) or fully 
automatic machinery shall be made available.. These may 
include machines for use in the process of manufacture such 
as crushing, grinding, powdering, boiling, mashing, 
burning, roasting, filtering, filling, 1 abeling and 
packing. To ensure ease in movement of workers and 

orderliness in operations a suitably adequate space will 
be ensured between two machines dr rows of machines. These 
Equipments have to be properly installed and maintained 
with proper cleaning. Cleaning of equipment: may involve 
simple dry cleaning by using vacuum cleaners o>r may involve 
use of water and detergent solutions for clearuing manually. 
Wherever necessary, cleaning may involve use of suitable 
scrubbers and pressed air for removing vegetable, herbal or 
mineral materials that may have stuck in the equipment. 

A brief and stage-wise cleaning procedure for 
different equipments should be available and a record of 
all cleaning operations done periodically shall be 
maintained. 

If the operation, while using ■the equipment 
exposes the products or materials to outside atmosphere 
which may change properties of material being processed, 
suitable closures or lids should be available on the 
equipments and the equipments themselves wherever so 
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required may need to be housed in cabins, which are of 
controlled temperature and controlled humidity specially 
in case of hygroscopic substances. Equipments involved in 
each step of the process should be preferably separately 
housed so as to prevent contamination or cross 

contamination as far as possible. 

1.1(K) Batch Manufacturing Records: 

The licencee shall maintain batch manufacturing 
record of each batch of Ayurvedic, Siddha and Unani drugs 
manufactured irrespective of type of product manufactured 
(classical preparation or patent and proprietary 
medicines). Manufacturing records are required to provide 
an account of the list of raw materials and their 

quantities obtained from the store, tests conducted during 
the various stages of man'.- < j like ta.ste, colour, 
physical characteristics and >..i<emical tests as may be 
necessary or indicated in the approved books of Ayurveda, 

I 

Siddha and v-.&ni mentioned in the First Schedule of the 
Drugs and Cos^l ?, Act, 1940 (23 of 1940) . Th«se tests may 
include any in-house or pharmacopeal test adopted by the 
manufacturer in the raw material or in the process material 
and in the finished product. These records shall be duly 
signed by Production and Quality Control Personnel 
respectively. Details of transfer of manufactured drug to 
the finished products store including dates and quantity of 
drugs transferred along with record of testing of the 
finished product, if any, and packaging, records shall be 
maintained. Only after the manufactured drugs has been 
tested and found of accepted quality, it will be allowed 
to be cleared for sale. 
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1.1(L) Distribution Records; 

Records of sale and distribution of each batch of 
Ayurveda, Siddha and Unani Drugs shall be maintained in 
order to facilitate prompt and complete recall of the 
batch, if necessary other than Bhasmas, Rasas, Asavas and 
Arishtas. 

1.1 (M) Record of Market Complaints and Advarwo Roaationa: 

Manufacturers shall maintain a register to record 
all reports of market complaints received regarding the 
products sold in the market. The manufacturer shall enter 
all data received on such market complaints, 

investigations carried out by the manufacturers regarding 
the complaint as well as any corrective actiom initiated to 
prevent the recurrence of such market complainits shall also 
be recorded. Once in a period of six months the 
manufacturer shall submit the record of such complaints to 
the licensing authority. The Register sttiall also be 
available for inspection during any inspection of the 
premises. 


Reports of any adverse reaction resulting from 
the use of Ayurvedic, Siddha and Unani drugs shall also be 
maintained in a separate register by each manufacturer. 
The manufacturer shall investigate any of the adverse 
reaction to find if the same is due to. any (defect in the 
product, and whether such reactions are already reported 
in the literature or it is a new observation. 
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Manufacturers may in consultation with a physician or any 
other expert also decide action to be initiated to 
prevent recurrence of such adverse reaction for example 
putting suitable warning statement in the package or insert 
literature. Manufacturers shall intimate the statement of 
such adverse reaction received and action taken once in a 
period of six months to the licensing authority. 

1.1 (N) Quality Control: 

Every licencee is required to provide facility 
for quality control on his own in house laboratory or 
through Government approved testing Laboratory. The 
Quality Control Section shall monitor all rraw materials, 
monitor in-process quality checks and control the quality 
of finished product being released to finished goods 
store/warehouse. Such Quality Control experts shall be 
independent of the technical persons in charge of 

production. Quality Control Section shall have the 

following principal duties, namely:- 

(1) To prepare specifications and testing methods for raw 
material finished products: 

(2) To sample and test to approve or reject each batch of 
raw materials; 

To sample and test to approve or rej ect finished 
products or semi finished products; 


(3) 
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(4) To supervise and monitor adequacy of comditions under 
which raw materials, semi-finished products and 
finished products are stored. 

(5) To assist in establishing shelf life and storage 
requirements for the drugs. 

(6) The quality control experts shall adopt suitable tests 
and specifications for performing the ab>ove functions 
including use of self evolved in-house tests and 
specifications in cases where mandatory specifications 
are not laid down in the Drugs and Cosmetic Act, 1940 
(23 of 1940) and shall also maintain rrecord of all 
such in-house tests performed. 

(7) The quality control of drugs of Ayurveda, Sidha and 
Unani is a complex matter involving specific method 
and procedure of preparation that is, Bhavana, Mardana 
and Puta and as these cannot be tested only in the 
finished product, it is essential to maintain the 
record of every process carried out by the 
manufacturer. 

(8) The standards for identity, purity and strength as 
given in respective pharmacopoeias of Ayurveda, 

Siddha and Unani Systems of medicines published by 
Government of India shall be complied with. 
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(9) All raw materials will be monitored for fungal, 
bacterial contamination with a view to» reduce such 
contamination. Only such raw materials that meet the 
total bacterial and total fungal counts- per gram of 
material as per specified limits may be used in 
manufacturing. If the counts are found to be higher 
them specified limits the manufacturer® would adopt 
suitable measures to bring down the counts within 
acceptable limits. Further depending om the process 
involved, whether herbs are retained as s;uch till the 
finished product stage or they undergo processing 
would be kept .in mind while specifying acceptable 
limits. Manufacturers may specify limits based on 
their experience and comply with these limits. 
However, any raw material to be used for Ayurvedic, 
Unani and Siddha drug manufacture should be free from 
pathogenic organisms namely Salmonella and E.Coli or 
they should be processed to make the finished products 
free from pathogenic organisms. Any material whose 
source is known to be a cultivated source would be 
monitored for pesticide residues. Methods for 
testina of pesticides residues will be developed by 
the manufacturer or methods from standard published 
literature including Bureau of Indian Standards 
Methods may be adopted. Similarly batches of 
manufactured drugs will be monitored for 
microbiological tests. Record of such t<ests shall be 
maintained. 
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2.0. Requirement for Sterile Product: 

(A) Manufacturing Areas 

For the manufacture of sterile Ayurvedic, Unani and 
Siddha drugs, separate enclosed areas specifically designed for 
the purpdse shall be provided. These areas shall. be provided 
with air locks for entry and shall be essentially dust free and 
ventilated with an air supply. For all areas where aseptic 
manufacture has to be carried out air supply sha.ll be filtered 
through bacteria retaining filters (HEPA Filters) aind shall be at 
a pressure higher than in the adjacent areas. The filters shall 
be checked for performance on installation and periodically 
thereafter the record of checks shall be maintained!. 

All the surfaces in sterile manufacturing areas shall be 
designed to facilitate cleaning and disinfection. For sterile 
manufacturing routine microbial counts of all Ayuirvedic, Siddha 
and Unani drug manufacturing areas shall be carried out during 
operations. Results of such count shall be cthecked against 
established in house standards and record maintained. 

Access to manufacturing areas shall be restricted minimum 
number of authorised personnel. Special procedure to be followed 
for entering and leaving the manufacturing areas shall be 
written down and displayed. 

For the manufacturing of Ayurvedic, Siddha and Unani 
drug that can be sterilised in their final containers, the 
design of the areas shall preclude the possibility of the 
products intended for sterilisation being mixed with or taken 
to be products already sterilised. In case of terminally 
sterilised products the design of the areas shall preclude the 
possibility of mipt up between non-sterile and sterile products. 


/ 



26 


THE GAZETTE OF INDIA: EXTRAORDINARY 


[Part II —Sec 3(1)] 


(B) 


(a) 


(b) 


(c) 

(d) 


(e) 


(f) 


(g) 


(h) 


Pracautiona against contamination and mix: 

Carrying out manufacturing oper ations in a 
separate block of adequately isolated building or 
operating in an isolated enclosure within the 
building. 

Using appropriate pressure differential in the 
process area. 

Providing a suitable exhaust system.. 

Designing laminar flow sterile air - systems for 
sterile products. 

The germicidal efficiency of UV laimps shall be 
checked and recorded indicating the burning hours 
or checked using intensity. 

The water for injection shall be either use 
immediately or stored to prevent microbial growth 
at temperature not less than 80 degree Celsius in 
a jacketted stainless steel storage.. 

Individual containers of liqiuids> for 
parenterals and opthalmic solutions shall be 
examined against black-white background fitted 
with diffused light after filling to ensure 
freedom from contamination with foreign 
suspended matter. 

Expert technical staff approved by the Licensing 
Authority shall check and compare actual yield 
against theoretical yield before final 
distribution of the batch. 


All process controls as required under master 
formula including room temperature relative humidity, 
volume filled, leakage and clarity shall be checked and 
recorded. 
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PART - II 

A.) LIST OF MACHINERY, EQUIPMENT AND MINIMUM MANUFACTURING PERMISES 
REQUIRED FOR THE MANUFACTURE OF VARIOUS CATEGORIES OF AYURVEDIC, 

SIDDHA SYSTEM OF MEDICINES. 


SI.No. Category of Minimum manufacturing Machinery/ 

Medicine space required equipment 

r e commended 


( 1 ) ( 2 ) 


(3) 


( 4 ) 


1. Anjana/Pisti 


1200 Square feet 
covered area with 
separate cabins 
partitions for each 
activity. If 
Ayurveda, Siddha or 
Unani medicines are 
manufactured in same 
Premises an additional 
Area of 400 sq. feet 
will be required for 
each additional system. 


K arel/mechanised/ 
motorised, kharel, 
E Ld Runner/Ball- 
Mi. 11 Sieves/ 

S'h-if ter. 


2. Churna/Nasya 
Manj an/Lepa 
(Dry)/Kwath (Churn) 


Grrinder/ 

Disintegrator/ 
Pulverisar/ 
Powder mixer/ 
si eves/shifter 


3. Pills/Vatti/Gutika Ball Mill, Mass 

m.t.xer powdermixer 
pi.ll/vati cutting 
machine,stainless 
steel trays/ 
Containers for 
Storage. Driers/ 
Mechanised chattee 
(tor mixing 
guggul) where 
re quired. 


/S i 


o t 


' / - * 
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P 


U1 


4. 


5. Kupi pakva/ 

Ksara/Parpati/ 
Lavana Bhasma 


6. Kajal 


( ! f) _ 

Ball Mill, Mass 
Mii-Xer/Powdermixer 
Granulator drier, 
Tablet compressing 
Machine and sugar- 
Coating, foliching 
pay in case of 
sugar coated 
tablets,mechanised 
cbiattee (for 
mixing of guggulu) 
whiere required. 

Bhatti, Karahi/ 
Stainless Steel 
Vessels/Patila 
FILask, Multani 
Matti/Plaster of 
Paris,Copper Rod, 
Earthen container, 
Gaj Put Bhatti, 
Muffle furnace 
(Electrically 
operated) End/Edge 
Runner, Exhaust 
Fan, Wooden/S.S. 
Sp^atula. 

Earthen lamps for 
Collection of 
Kajal, Tipple 
Roller Mill, End 
Runner, Sieves, 

S.. S . Patila, Filling 
/packing and 
manufacturing room 
shiould be provided 
wi th exhaust fan & 
ultra violet lamps 
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(co_ u 2 

7. Capsules 


8. Ointment/Marham 


9. Pak/Avaleh/Khand/ 
Modak 


10. Syrup/Pravahi Kwath 


11. Asava/Aristha 


Air Conditioner, 

De humidifier, 
hygrometer,Thermo¬ 
meter, Capsule 
filling Machine and 
chiemical balance. 

Tuibe filling 
maichine. Crimping 
Medicine/Ointment 
Mixer, End Runner 
/Mill (Where 
required) , S . S . 

Storage Container 
S..S. Patila. 

Bfnatti section 
fitted with 
Ex<haust fan and 
shiould be fly 
proof. Iron Kadahi 
/ShS. Patila and 
S..S. Storage 
container. 

Tiinctum press, 
exhaust fan fitted 
and fly proof, Bhatti 
section. Bottle washing 
Maichine, filter 
press/Gravity filter 
Liquid filling tank with 
tap/liquid filling 
machine, P.P. 

Copping Machine. 

Same as mentioned above. 
Fermentation tanks 
containers and 
Distillation Plant where 
necessary. Filter Press. 
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12. Sura 


13. Ark 


14. Tail/Ghrit 


15. Aschyotan/ 

Netra Malham 


_ (Jn _ 

Same as mentioned above 
plus Distillation plant 
amd Transfer pump. 

Maceration tank, 
Distillation plant. 
Liquid filling tank with 
tap/Gravity filter/ 
Filter press. Visual 
inspection box. 

Bbiatti, Kadahi/S.S. 
Patila S.S. Storage 
Containers, Filtration 
equipment, filling tank 
with tap/Liquid filling 
machine. 

Hot air oven 
electrically heated with 
thermostatic control, 
cettle gas or 
electrically heated with 
suiitable mixing 
arrangements collation 
mill or ointment mill, 
tuibe filling equipment, 
mixing and storage tanks 
o£ stainless steel or of 
other suitable material 
sintered glass funnel, 
seiitz filter or filter 
candle, liquid filling 
e qju ipment, aut o c 1 ave e. 
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B.) LIST OF MACHINERY, EQUIPMENT AND MINIMUM MANUFACTURING PERMISES 

REQUIRED FOR 

THE MANUFACTURE OF VARIOUS 

CATEGORIES OF UNANI 


SYSTEM OF MEDICINES . 


Si.No. Category of 

Medioine 

Minimum manufacturing 

space required 

Machinery/ 

equipment 

recommended 

(1) (2) 

(3) 

(4) 


1 . 


Itrifal Tiryao/ 

Majoon/Laooq/ 

JawarishKhamiras 


1200 square feet 
covered area with 
separate cabins. 
Partitions for each 
Activity. If 
Ayurveda/Siddha, 
Unani Medicines are 
manufactured in 
same premises an 
additional areas of 
400 square feet will 
be required for each 
additional system. 


Grinder/Pulveriser, 
Sieves, powder mixer (if 
required), S.S. Patilas, 
Bhiatti and other 
accessories. Planter 
mixer for Khamiras. 
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2. Arq. 


3. Habb (Pills) 


4. Sufoof (Powder) 


5. Raughan (oils) 

(Crushing & Boiling) 


6. Shiyaf, Surma, Kajal 

7. Marham, Zimad, 
(Ointment) 


_ Chi _ 

Distillation Plant 
j(garerabic) S.S. Storage 
Tsunk, Boiling Vessel, 
Gravity filter. Bottle 
Fi lling machine. Bottle 
washing machine. Bottle 
drier. 

Grinder/Pulversier, 
Selves, Powder Mixer, 
(where required) Trays. 

Grinder/pulversier, 
Selves, Trays, Sccops, 
Powder mixer, (Where 
required) . 

Oil Expeller, S.S. 
Paitilas Oil filter 
Bottle, filling Machine, 
Bottle drier, Bhatti. 

Eti.d runner, mixing S.S. 
Ve ssel 

Kh aral. 

Bhatti, End runner. 
Grinder, Pulveriser, 
Tripple Roller Mill (if 
needed) . 
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ai _ go _ 

Grinder/Pulveriser, 
Sieves, Powder mixer 
(Where needed), 
Granulator, Drier, 
Tablet Compressing 
Machine, Die punches 
Trays, O.T. Apparatus, 
Balance with weights, 
Scoops, Sugar Coating 
PAn, polishing pan, 
Heater. 

9. Kushta Bhiatti, Kharal, Sil 

Baitta, Eartern pots. 

10. Murabba Aluminium Vessels 50-100 

kgs. Capacity, Gendna, 

Bh atti. 

11. Capsule Pulveriser, Powder mixer 

(Where needed), capsule 
fi lling machine. Air 
Conditioner,Dehumidifier 
Balance with weights, 
storage-containers, 
glass. 


(n cs) 

8. Qurs(Tab) 
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12. Sharbat Tiinctum Press, exhausted 

fain fitted, Bhatti 
section. Bottle Washing 
machine. Filter Press 
Gravity Filter, Liquid 
filling tank with tap/ 
lilquid filling Machine, 
PP capping machine, air 
owen electrically heated 
with Thermostatic 
control, cettle. 


13. Qutoor Chasm & 

Marham(Eye drops 
Eype ointment) 


Hot air oven 
eLectrically heated with 
Tbiermostatic control, 
Cettle. 


Foot-Note: 

The Drugs and Cosmetics Rules, 1945 as amended upto 1/5/1979 is 
contained in the publication of the Ministry o£ Health and Family 
Welfare (Department of Health) containing the Drugs and Cosmetics Act 
and the Rules (PDGHS - 61) and last amended vide GSR 647 (E) dated 
26-10-98. 
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